
97 

Environmental Protection Agency § 158.120 

chemical properties, expected exposure 
of nontarget organisms, and/or results 
of previous testing (for example, tier 
testing). Applicants must evaluate 
each applicable test note for the condi-
tions and criteria to be considered in 
determining whether conditionally re-
quired data must be submitted. 

(c) Data not required for the Agen-
cy’s assessment of the risks and bene-
fits of a particular use pattern are des-
ignated ‘‘not required’’ (NR) in data ta-
bles. 

§ 158.120 Determining data require-
ments. 

As with current practice, the actual 
data and studies required may be modi-
fied on an individual basis to fully 
characterize the use and properties of 
specific pesticide products under re-
view. While EPA is attempting to as-
sist the applicant in this subpart, it is 
important to emphasize that it is the 
applicant’s obligation under FIFRA to 
demonstrate that an individual product 
meets the standard under FIFRA and/ 
or FFDCA. Accordingly, applicants are 
encouraged to consult with the Agency 
on the appropriate data requirements 
as set forth here as they relate to their 
specific product prior to and during the 
registration process. 

(a) Finding the appropriate data table. 
(1) Pesticide data requirements for con-
ventional chemical active ingredients 
and related substances are presented in 
subparts D, E, F, G, K, L, N, and O of 
this part in the form of a series of data 
tables, each addressing a particular sci-
entific discipline or data topic. Data 
requirements for biochemical and mi-
crobial pest control agents are con-
tained and are described separately 
within subparts U and V of this part, 
respectively. 

(2) Key to table notations. R = re-
quired data; CR = conditionally re-
quired data; NR = Not required; MP = 
manufacturing-use product; EP = end- 
use product; TEP = typical end-use 
product; TGAI = technical grade of the 
active ingredient; PAI = pure active in-
gredient; PAIRA = pure active ingre-
dient, radiolabeled; Choice = choice of 
several test substances depending on 
studies required. 

(b) Identifying required studies. To de-
termine the specific kinds of data need-

ed to support the registration use of 
each pesticide product, the applicant 
may: 

(1) Refer to the applicable subpart(s) 
of this part. These subparts describe 
the data requirements including data 
tables for each subject area. 

(2) Select the general use pattern(s) 
that best cover the use pattern(s) spec-
ified on the pesticide product label as 
explained in § 158.100. All applicable use 
patterns must be included. 

(3) Proceed down the appropriate gen-
eral use pattern column in the table 
and note which tests are required (R), 
conditionally required (CR), or not re-
quired (NR). Required and condi-
tionally required studies are described 
in § 158.110. 

(4) Review the notes for each require-
ment to determine its applicability to 
the specific product proposed for reg-
istration. 

(5)(i) Proceed down the Test sub-
stance columns and determine the ap-
propriate test substance needed for 
that study. If the data are intended to 
support a manufacturing-use product, 
use the MP column. If the data are in-
tended to support an end-use product, 
use the EP column. 

(ii) The test substances columns 
specify which substance is to be used 
for testing. Applicants should note 
that the substance that must be used 
when performing the study may or may 
not be the product itself. For example, 
the data from a certain study may be 
required to support the registration of 
an end-use product, but the test sub-
stance column may state that the par-
ticular test shall be performed using 
the technical grade of the active ingre-
dient(s) in the end-use product. 

(iii) Manufacturing-use products 
(MP) and end-use products (EP) con-
taining a single active ingredient and 
no intentionally added inert ingredi-
ents are considered identical in com-
position to each other, and to the tech-
nical grade of the active ingredient 
(TGAI) from which they were derived. 
Therefore, the data from a test con-
ducted using any one of these as the 
test substance is also suitable to meet 
the requirement (if any) for the same 
test to be conducted using either of the 
other substances. 
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(6) Refer to the Pesticide Assessment 
Guideline reference number for each 
study located in the first column. See 
§ 158.70(c) for information pertaining to 
the guidelines and how to obtain cop-
ies. 

§ 158.130 Purposes of the registration 
data requirements. 

(a) General. The data requirements 
for registration are intended to gen-
erate data and information necessary 
to address concerns pertaining to the 
identity, composition, potential ad-
verse effects and environmental fate of 
each pesticide. 

(b) Product chemistry—(1) Product com-
position. Data on product composition 
are needed: 

(i) To support the conclusions ex-
pressed in the statement of formula; 

(ii) To compare to the composition of 
materials used in required testing 
under this part; and 

(iii) To determine whether a product 
is ‘‘identical or substantially simi-
lar’’to another product, a determina-
tion that involves the comparison of 
product composition. 

(2) Nominal concentration and certified 
limits. The nominal concentration of a 
product, defined as that concentration 
that is expected to be present in a 
product as a result of the production or 
formulation process, is used to gauge 
the acceptability of the certified lim-
its, which define the outer limits of the 
range of the product’s ingredients. The 
certified limits are used to enforce the 
composition of the product and to en-
sure the accuracy of hazard assess-
ments. 

(3) Physical and chemical characteris-
tics. The physical and chemical charac-
teristics of an active ingredient or 
product are used: 

(i) To confirm or provide supportive 
information on the identity and com-
position of the product; 

(ii) To assess the hazards of the in-
gredient or product; and 

(iii) To trigger or evaluate certain 
other studies required by this part. 

(c) Product performance. Require-
ments to develop data on product per-
formance provide a mechanism to en-
sure that pesticide products will per-
form as intended and that unnecessary 
pesticide exposure to the environment 

will not occur as a result of the use of 
ineffective products. Specific perform-
ance standards are used to validate the 
efficacy data in the public health 
areas, including disinfectants used to 
control microorganisms infectious to 
man in any area of the inanimate envi-
ronment and those pesticides used to 
control vertebrates (such as rodents, 
birds, bats and skunks) that may di-
rectly or indirectly transmit diseases 
to humans. 

(d) Toxicology-humans and domestic 
animals. Data required to assess haz-
ards to humans and domestic animals 
are derived from a variety of acute, 
subchronic and chronic toxicity tests, 
and tests to assess mutagenicity and 
pesticide metabolism. 

(1) Acute studies. Determination of 
acute oral, dermal and inhalation tox-
icity is usually the initial step in the 
assessment and evaluation of the toxic 
characteristics of a pesticide. These 
data provide information on health 
hazards likely to arise soon after, and 
as a result of, short-term exposure. 
Data from acute studies serve as a 
basis for classification and pre-
cautionary labeling. For example, 
acute toxicity data are used to cal-
culate farmworker reentry intervals 
and to develop precautionary label 
statements pertaining to protective 
clothing requirements for applicators. 
They also provide information used in 
establishing the appropriate dose levels 
in subchronic and other studies; pro-
vide initial information on the mode of 
toxic action(s) of a substance; and de-
termine the need for child resistant 
packaging. Information derived from 
primary eye and primary dermal irrita-
tion studies serves to identify possible 
hazards from exposure of the eyes, as-
sociated mucous membranes and skin. 

(2) Subchronic studies. Subchronic 
tests provide information on health 
hazards that may arise from repeated 
exposures over a limited period of 
time. They provide information on tar-
get organs and accumulation potential. 
The resulting data are also useful in se-
lecting dose levels for chronic studies 
and for establishing safety criteria for 
human exposure. These tests are not 
capable of detecting those effects that 
have a long latency period for expres-
sion (e.g., carcinogenicity). 
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